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This Draft Guidance would create undue hardship on Seafood 
Processors with limited storage space on-site. 

The issue was discussed during the development of the Seafood 
HACCP Regulation and it was decided the Agency would allow a 
reasonable time for a processor to produce archived records. 

An article in Food Chemical News' HACCP Newsletter indicated the 
agency is clarifying its policy beta-use processors in one country 
refused to allow inspections. That is hardly an appropriate 
response if in fact the article is correct. 

The existing regulation contains provisions to deal with 
inspection refusals: product from processors without HACCP Plans, 
or from processors who fail to make records available, or from 
processors who refuse inspections, is considered to be 
adulterated. That product and processor can be placed on an 
automatic detention list. It should never see a US market. 

Further, the Agency says it is 'clacjfying' the regulation. It 
appears the -A-gencj? i-s--~~o-~Y difyinggthe regulation from 'producing 
records for review within a reasonable time' to 'requiring records 
to be stored on-site'. 

The Agency should not 'clarify' or modify the existing regulation 
with respect to record storage and availability. The Agency should 

opriate (and parallel) action against domestic 
essors who fail to allow inspection. 

Ventresca, CQA-HACCP 
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